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meeting but I would like to submit my comments. Please ,accept th.is.leP%asmy” formal 
comtnqt & the‘proposed new policy. While I strongly support the mA:s ef@@, :$:; “’ ” _I . . . . 
increase &$&im of rejjmcessors of single use medical devices, I do not believe the new 

.the LA T&LGs and Forbe.r’M..gaine describe actual patient injuries. I also believe that 
many infections are under-reported due to insufficient patient trac&g and that many 
injuries due to device failure are under-reported due to legal liabrhty concerns. 

~*~~*s-~* Although many reprocessors claim thaz reprocessing has been going on for twenty ye&; 
the fact. is that this was with respect to reusable &vices and opened but unused single use 
devices. ‘,$r t&lay’s c&t cutting environment, it is proper to look at all possibje e, tp, 
save money, but repro&s&g complex, plastic, single used devices such as bropsy 
forceps sphincterotome& glectrophysiology catheters and angioplasty,catheters is simply 
not a s&e avenue’to pursue u&f these reprocessed devices receive FDA approval for 
reuse. (, 
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patie& and, it is my understanding, that the patient does not receive @VT kes.lthFare 
costs. It is also my understanding that patients are not told that used drsposabte devices 
ili’be used &them. Without such knowledge, patients cannot prote&t themselves. As a 
he+hcare professional, I w&t $6’ +ealc out on their behalf. 
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Reprocessors if single use devices claim to have the$qtipmer$ and.. exp$‘&ece~ss 
to ‘)roperXy” reprocess used single use devices. They ‘are, therefore; ~uf”~!$@$ i? $e 
Fyes of healthcare workers and patients. Xn addition, reprocessing a side use devrce for 

’ “reuse changes the &ice into a reusable device. Accor&glY, re~roce&Wshould be 
regulated in the same manner ,as original equipment manufacturers using the existing 
‘FDA regulations for reusable devices. To create a new regulatory policy Wastes valuable 
FDA resources and delays regulatory enforcement putting, thus patients unnecessarily at 
risk for an undetermined period of time. 
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